
Conclusion
Directive 98/79/EC on in vitro diagnostic medical
devices—which includes genetic tests and self
tests—is mainly concerned with the safety and per-
formance of the product and protection of the
health of those working with it. It is less concerned
with the manner in which genetic testing services
(including test interpretation and counselling are
promoted and carried out.20 The directive states,
however, that manufacturers who place tests and
testing devices on the market shall notify the com-
petent authorities of the member states21 of the
product, its quality and performance. This makes it
possible for national overseeing bodies to monitor
the new developments regarding predictive genetic
testing. The interrelation and interaction of value
judgments with respect to the burden of a genetic
condition and its treatment for individual, family,
health care or society, plus the need to balance the
benefits and dangers for the diVerent interested
parties, together with the advent of commercial
genetic testing services, justifies the establishment
of a national overseeing body with the task of pro-
posing and enforcing regulations acceptable to all
interested parties.
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